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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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1)^ Responsive to communication(s) filed on 06 January 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-3.5-32 and 38-41 is/are pending in the application. 
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7) S Claim(s) 4± is/are objected to. 
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Application Papers 
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10) ^3 The drawing(s) filed on 01 April 2004 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Response to Amendment 

1. The amendment filed 1/6/05 has been entered. The changes to the specification and 
claim 38 have been approved by the examiner. New claims 40 and 41 have been added. Claims 
1-3, 5-32 and 38-41 are pending, of which claims 5-7, 9, 10, 15 and 16 remain withdrawn from 
consideration for being drawn to a non-elected species. The claims being considered for further 
examination on the merits are claims 1-3, 8, 11-14, 17-32 and 38-41. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 1-3, 8, 12-14, 18, 19 and 40 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Wilson et al. (USPN 6,569,198 as cited in applicant's EDS) in view of Paskar 
(USPN 5,304,131 as cited in last office action). 

Wilson et al. discloses a mitral valve annuloplasty prosthetic device with all the elements 
of claim 1, but is silent to the elongate body comprising a tube having a plurality of transverse 
slots. See Figure 2 for an elongate body (12) and a forming element (48) attached to the elongate 
body for manipulating the body from the first transluminal configuration to the second 
remodeling configuration. Threaded aperture (96) of a nub (94) provides as a lock with threaded 
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section (98) of forming element (48), wherein the lock is capable of retaining the body (12) in 
the second configuration. Paskar teaches forming a plurality of transverse slots (75, 77, 79) in a 
tubular body in order to form a predetermined region of weakness. As a result, tension being 
applied to a wire attached to the distal end of the tubular body bends in the direction of the 
predetermined weakness. See column 7, lines 51-64. It would have been obvious to one of 
ordinary skill in the art at the time of applicant's invention to look to the teachings of Paskar to 
modify the device of Wilson et al. by making intermediate segment (18) of the elongate body 
(12) in the form of a tube and including a plurality of transverse slots along the inner radius 
thereof The slots will provide the body with a predetermined region of weakness so that when 
the device is deployed from the catheter, the body will bend only in the direction of the 
predetermined weakness, towards the mitral valve annulus. This will aid in the proper 
orientation of the device within the coronary sinus. Additionally, by making the intermediate 
segment (18) in the form of a tube, the elongate body (12) will comprise a tube from the 
proximal end region to the distal end region, as required by claim 40. 

Claim 2, see Figure 5 for the elongate body forming an arc when in the remodeling 
configuration, which may be done by changing the shape of the slots. 

With respect to claims 3,18 and 19, because of the radius of curvature and dimensions of 
the coronary sinus, it is inherent that the best fit constant radius curve, axial length and cross- 
sectional dimension of the apparatus will not exceed the values required by these claims. 

With respect to claim 8, the lock is disengaged and engaged when the threaded aperture 
(96) and threaded section (98) of the forming element (48) are disengaged and engaged, 
respectively. 
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Claims 12 and 13, see column 6, lines 31-33 and column 7, lines 55-57 for proximal 
retraction or distal advancement. 

Claim 14, see Figures 4a-4b for anchor (72). 

4. Claims 1 1 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Wilson 
et al. in view of Paskar as applied to claim 1 above, and further in view of Solem et al. (USPN 
6,210,432 as cited in applicant's IDS). 

Wilson et al. and Paskar disclose a mitral valve annuloplasty prosthetic device with all 
the elements of claim 1, but is silent to the additional limitation of a coating on the body, as 
required by claim 11. Solem et al. teaches a mitral valve annuloplasty device wherein a coating 
of heparin is applied to the device in order to avoid thrombosis in the coronary sinus, and thus 
reduce the need for aspirin, ticlopedine or anticoagulant therapy. See column 5, lines 14-17. It 
would have been obvious to one of ordinary skill in the art at the time of applicant's invention to 
look to the teachings of Solem et al. to modify the device of Wilson et al. and Paskar by 
including a coating, specifically of heparin, to the body in order to avoid thrombosis in the 
coronary sinus, and thus reduce the need for aspirin, ticlopedine or anticoagulant therapy. 

Wilson et al. and Paskar are also silent to the additional limitation of the anchor 
comprising at least one barb for piercing the wall of the vessel, as required by claim 17. Solem 
et al. teaches an anchor comprising at least one barb for piercing the wall of the vessel in order to 
retain the device within the vessel that the desired location. See column 4, lines 23-25. While 
the spring coil mechanism of Wilson et al. and the barbs of Solem et al. serve the same purpose 
of anchoring, the barbs are much more simple than the coil mechanism. It would have been 
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obvious to one of ordinary skill in the art at the time of applicant's invention, therefore, to look 
to the teachings of Solem et al. and replace the coil mechanism of Wilson et al. with the barbs of 
Solem et al. in order to reduce the complexity of the device. 

Allowable Subject Matter 

5. Claims 20-32, 38 and 39 are allowed. 

6. Claim 41 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

Response to Arguments 

7. Applicant's arguments, see pages 21-22, lines 18-4, filed 1/6/05, with respect to claims 
20-32 have been fully considered and are persuasive. The amendment to claim 38 overcomes the 
rejection under 35 U.S.C. 103(a) over Webster, Jr. in view of Paskar. The rejections of claims 
20-32, 38 and 39 have been withdrawn. 

8. Applicant's arguments with respect to claims 1-3, 8, 12-14, 18 and 19 have been 
considered but are moot in view of the new ground(s) of rejection. The new ground of rejection 
includes modifying the intermediate segment (18) of the elongate body (12) of Wilson et al. to be 
in the form of a tube and including a plurality of transverse slots along the inner radius thereof. 
The slots would aid in the proper orientation of the Wilson et al. device in the coronary sinus by 
bending in the direction of the mitral valve annulus without requiring further modification to the 
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device. Additionally, by including the slots on the intermediate segment (18), the slots will not 
interfere with the coil spring anchoring device (72) of the distal segment (14). 
9. Applicant argues that there is no teaching or suggestion in the references to combine 
features of a prosthetic device with features of a catheter. In particular, applicant argues that 
Paskar' s region of weakness appears to be directed to increasing the steerability of a catheter, 
and since the Wilson prosthetic device need not have steerability, there is no teaching or 
suggestion to combine Wilson et al. and Paskar. The examiner disagrees. The test for 
obviousness is not whether the features of a secondary reference may be bodily incorporated into 
the structure of the primary reference; nor is it that the claimed invention must be expressly 
suggested in any one or all of the references. Rather, the test is what the combined teachings of 
the references would have suggested to those of ordinary skill in the art. See In re Keller, 642 
F.2d 413, 208 USPQ 871 (CCPA 1981). First, the catheter of Paskar is "not a steerable catheter, 
but rather one which may be custom curved and recurved by the user to select each branch 
vessel"; see column 4, lines 42-44. The slots are allowing for that to happen, and steerability is 
not of issue for either reference. Second, Paskar is used simply to teach that including slots in 
one side of a tube provides a predetermined region of weakness that causes the tube to bend in 
the direction of that predetermined region of weakness when a force is applied. The device of 
Wilson et al. must be properly oriented in the coronary sinus in order to remodel the mitral valve 
annulus. By including slots to the inner radius of a tubular intermediate segment, the device is 
configured to bend in a predetermined direction. When inserted into the coronary sinus, the 
tendency for the device to bend in the predetermined direction will aid in the proper orientation 
of the device therein. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Urmi Chattopadhyay whose telephone number is (571) 272-4748. 
The examiner can normally be reached on Tuesday-Thursday 10:00am - 6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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